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Our Ref.: 42-091-999 vnv
February 23, 2009

Trademark Trial and Appeal Board
1J.S. Patent and Trademark Office
P.O. Box 1451

Alexandria, VA 22313-1451

Re: United States — Trademark Application No. 76/659576 STRENGTH IN DATA of ImClone
LLC (Class 16)

Dear Sir/Madam:
We are sending you herewith Applicant's Appeal Brief for the captioned trademark appeal case.

The Brief (14 pages, including cover sheet and tables of content and authorities) has one Exhibit
(14 pages), for a total of 28 pages.

Respectfully submitted,

St g

Robert M. Kunstadt

Enc.
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recorded at the Trademark Office on January 27, 2009 at Reel 3927, Frame 929,
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|. PRELIMINARY STATEMENT

The mark STRENGTH IN DATA connotes the information supplied in a printed
publication, which is distinct from the promotion and sale of the trademarked drug that is
connoted by the separate trademark ERBITUX mentioned in the publication. The
submitted specimens are printed brochures (with the applied-for mark STRENGTH IN
DATA prominently displayed on the cover) which focus on the varied options available
both to a doctor and to the patient in the treatment of head and neck cancer. Hence, the
specimens that were submitted, show "use of the mark on the identified goods" and are
not "merely advertising material".

The specimens are within the category of "goods in trade". The Lanham Act only
requires that the goods be "sold or transported” in commerce, in order to constitute
"goods in trade”. There is no requirement that the goods be sold. The declarations of
record prove that the mark as shown on Applicant's brochures, was in use in commerce

prior to the expiration of the time for filing a statement of use.

Il. DESCRIPTION OF THE RECORD

Applicant applied for the mark STRENGTH IN DATA on May 1, 2006 on an
Intent-to-Use basis, for the goods and services:

Class 5: PHARMACEUTICAL PREPARATIONS FOR TREATMENT OF
CANCER

Class 16: PRINTED MATTER, NAMELY, ADVERTISING AND
PROMOTIONAL INFORMATION MATERIALS IN THE
NATURE OF NEWSLETTERS, PAMPHLETS AND
BROCHURES IN THE FIELD OF HEALTH CARE AND
PHARMACEUTICALS

Class 42: PHARMACEUTICAL RESEARCH AND DEVELOPMENT
SERVICES



Applicant deleted Classes 5 and 42 and submitted its first specimen on July 5,
2007 with its Statement of Use. The Examining Attorney rejected Applicant's specimen
on the basis that "the specimen is advertising material for Applicant's goods and not a
‘newsletter pamphlet (or) brochure in the field of health care and pharmaceuticals.'"
Applicant submitted a second specimen and declaration with Applicant's Response to
Office Action on January 17, 2008. A third specimen and declaration was submitted with
Applicant's Response to Final Office Action on August 21, 2008.

As the six-month deadline was approaching and the Response to Final Office
Action was not acted upon, Applicant filed a Notice of Appeal dated September 9, 2008,
to preserve Applicant's rights in case favorable action by the Examining Attorney did not
result. Appeal proceedings were instituted but suspended, and the application returned
to the Examining Attorney for reconsideration.

The Examining Attorney denied Applicant's Petition for Reconsideration on
September 23, 2008. Applicant filed a Petition for Remand on November 13, 2008. The
Examining Attorney denied Applicant's Petition for Remand on December 16, 2008,
maintaining the original grounds of denial and stating that "the specimens submitted do
not constitute specimens showing use of the mark on the identified goods."

The Examining Attorney further stated that "the specimens do not show use of

the mark on goods in trade, but are merely advertising for Applicant's pharmaceutical

ERBITUX." Thereafter, this Appeal was resumed.



lll. STATEMENT OF ISSUES
1. Whether the specimens show use of the mark STRENGTH IN DATA on the
applied-for Class 16 goods:
PRINTED MATTER, NAMELY, ADVERTISING AND PROMOTIONAL
INFORMATION MATERIALS IN THE NATURE OF NEWSLETTERS,

PAMPHLETS AND BROCHURES IN THE FIELD OF HEALTH CARE AND
PHARMACEUTICALS.

2. Whether the specimens are "goods in trade".

IV. FACTS

The mark as shown on the three specimens submitted was in use in commerce
prior to the expiration of the time allowed Applicant for filing a statement of use (August
27, 2007), in connection with "printed matter, namely, advertising and promotional
information materials in the nature of newsletters, pamphlets and brochures in the field
of health care and pharmaceuticals” in class 16. This is supported by Applicant's
Declarations filed on July 5, 2007, January 17, 2008 and August 21, 2008, all of record
at the USPTO and entered properly in evidence on this appeal. A copy of the exemplary
specimen mailed to the USPTO on January 17, 2008, is attached hereto as Exhibit A,

for the Board's convenient reference.



V. ARGUMENT

(A) The Specimens are not merely Advertising

The Examining Attorney has maintained that the specimens are "mere
advertising". However, the Examining Attorney is confusing "advertisements" with
informational brochures. The specimens Applicant submitted are informational
brochures which bear Applicant's applied-for mark STRENGTH IN DATA.

The mark STRENGTH IN DATA connotes the information supplied in these
printed publications, which is distinct from the sale of the trademarked drug that is
connoted by Applicant's separate trademark ERBITUX. Just because another trademark
ERBITUX appears on the specimens for the mark STRENGTH IN DATA, does not
make them any less of a specimen of use for STRENGTH IN DATA in connection with
printed informational brochures.

The Examining Attorney has asserted in all the office actions that "[e]xamples of
specimens for goods are tags, labels, instruction manuals, containers, photographs that
show the mark on the goods or packaging, or displays associated with the goods at
their point of sale." This highlights the Examining Attorney's misconception that the
goods at issue in the application are the ERBITUX pharmaceutical itself. But in fact, the
goods are the specimens themselves, i.e., the printed brochures with the applied-for
mark as their focal point, which contain useful medical information.

The specimens contain health care information for patients and doctors about the
best options in treatment of head and neck cancer. The specimens indicate many

possible treatments available to the patients, including Applicant's drug as only one



altemnative type of treatment. The specimens even explain the medical advantages of
combining it with other treatments.

For example, see the specimen submitted with Applicant's Response to First
Office Action mailed to the USPTO on January 17, 2008 (hereinafter "Second
Specimen") (photocopy attached as Exhibit A). At page 2, it offers medical information
on diagnosis, prognosis and factors to be evaluated in treatment of head and neck

cancer (footnotes omitted):

Head and neck cancer is a composite term that encompasses tumars arising in multiple primary sites, including the
oropharynx, hypopharyri, and several locations in the larynx. Given the anatomic complexity of the primary sites that
may be involved and the numerous factors that shape treatment decisions for these patients, the management of
carcinomas ofthe head and neck poses a difficult clinical challenge.®

Each primary site requires specific staging procedures and local (surgical and radiotherapeutic) management
approaches. In general, multimedality treatment is the comerstone of therapy far early and locally advanced disease,
often requiring the coordination of complicated treatment regimens; in addition, the combined effect of tumor and
treatment on basic functions (je, swallowing, breathing) and personal characteristics (ie, appearance and voice)
requires the involvernent of a multidisciplinary tearm in order to provide optimal care,*

The specimen then explains how the disease can be treated, identifying indiciae
to ascertain the appropriate treatment such as surgery, radiation and/or chemotherapy.
The possible treatments identified include treatments that have nothing to do with

Applicant's product ERBITUX.? For example, see page 3:

* As seen in Exhibit A, ERBITUX is an infusion sclution, hence it has no use in surgery or radiation therapy,



Locally or Regionally Advanced Disease

Initial resectability and operability are based an:
B Objective (oranatomic) factors, such as regional or nodal involvement and the probability of full tumor remaval™
B MNonobjective faclors, such as the surgeon's experience or a patient’s circumstances™

For patients who undergo surgery:

W Patients with adverse features, mainly positive margins and extranodal involverment, benefited from the addition of
cisplatin to postoperative radiotherapy®

B Patients without adverse features do not benefit from additional therapy®

Definitive radiation-based therapy is recommended for inoperable patients or those with postsurgical

adverse features™

M Use of necadjuvant/induction chemotherapy may substantially reduce local and distant disease burden befare
definitive treatment

B Platinum therapy may be administered concurrently with radiation therapy (RT), a strategy that has shown efficacy
in dinical trials, but also has been shown to increase toxicity and morbidity”®

The decision regarding the type of RT regimen (alone or with chematherapy) depends on tolerability and

rehabilitation concerns.

B General performance status and comorbidities such as cardiovascular risk and respiratory conditions®

B Lifestyle issues, such as alcohol consumption, smoking habits, presence of caregiver support®

B Evaluation of patient's willingness to accept aggressive treatment, and of potential problems in treatment delivery
and compliance issues*

Metastatic Disease

Recurrent/metastatic disease is managed with systemic therapy (radiotherapy is a possibility for cases of
local recurrence) .~
M Front-line therapy is usually platinum based



Then, at page 4, the specimen explains how radiation-based therapy can be

indicated, and that surgery ("dissection") may be applied:

Patients Eligible for Radiation-Based Therapy

B Patient performance status and tolerability concerns
W Patient willingness to accept chemotherapy
B Rehabilitation concerns

Neoadjuvant Neoadjuvant
or induction or induction
= chemotherapy chemotherapy'

Concurrent
chemoradiotherapy l
Concurrent
chemoradiotherapy

BT & ERBITUX
| [Cetitximab)

Complete Response Residual Disease

Consider Neck Dissection

Observation B Comprehensive neck dissection
B Removal of residual mass




Al page 7, the specimen lists published references, ranging from medical
journals to practice guidelines, on varying treatments available in the field of treatment
of head and neck cancer. These references are by no means limited to Applicant's

products, and convey objective scientific data of value to medical practitioners:

References: 1. ERBITUX? (Cetuximab) Package Insert, ImClone Systems Incorparated, Mew York, NY and Bristol-Myers Sejuibb Compary,
Princeton, M); May 2007, 2. Forastiers Af, Ang K, Brizel [, et al, Head and neck cancers, National Comprehensive Cancer Netwarle NCCN
Clinical Practice Guidelines in Oncolegy. vi.2006. 3. Posner MR, Haddad RI, Wirth L, et al. induction chematherapy in locally advanced
squamous cell cancer of the head and neck: evolulion of the sequential treatment approach, Semin Gicol. 2004;31:778-785. 4. Posner MR,
Paradigm shift in the treatment of head and necl cancer; the rola of neoadiuvant chemotherapy. The Oncologist. 2005;10(suppl 1.

5. Posner MR, Lefebvre L Docetavel induction therapy in locally advanced squamous cell cardnoma of the head and neck, 8r) Concer:
2003881117, 6. Lefebyre |-l Cumrent clinical outromes demand new treatment options for SCCHM, Ar O, 2006;16 (suppl 6kviraiiz,
7- Tavotere” (docetaxel) Injection Concentrate [package insert]. Bridgewater, NJ: Sanof-fventis LS LLC: October 2006, 8, FDA press release.
FOA appooves first head & neck cancer treatment in 45 years: data shows treatment with Erbitux extends survival March 1, 2006,

Hence, the specimens provide substantial information on health care and on
third-party pharmaceuticals that is generally applicable to the practice of medicine -- not
dependant on Applicant's ERBITUX infusion solution. It is incorrect for the Examining
Attorney to contend that the specimens are "mere advertisement" for Applicant's

solution.

(B) The Specimens are "Goods in Trade"

The Examining Attorney contends that the specimens submitted do not constitute
"goods in trade”. However, the Lanham Act only requires that the goods be "sold or
transported” in commerce (Lanham Act §45, 15 U.S.C. §1127 ("Use in Commerce")), in
order to constitute "goods in trade”:

"The term 'use in commerce' means the bona fide use of a mark in the

ordinary course of trade, and not made merely to reserve a right in a mark.

For purposes of this chapter, a mark shall be deemed to be in use in

commerce -

(1) on goods when -

(A) it is placed in any manner on the goods or their containers or the
displays associated therewith or on the tags or labels affixed thereto,



or if the nature of the goods makes such placement impracticable, then
on documents associated with the goods or their sale, and
(B) the goods are sold or transported in commerce,..."

In New England Dupicating Co. v. Mendes, 90 U.S.P.Q. 151, 153 (1¥ Cir. 1951),
the First Circuit held that the use of the disjunctive "or" between "sold" and "transported”
makes it clear that transportation alone is enough to constitute a "use" -- even without a

sale:

"...[T]o hold that a sale or sales are the sine qua non of a use sufficient to
amount to an appropriation would be to read an unwarranted limitation into
the statute, for so construed registration would have to be denied to any
manufacturer who adopted a mark to distinguish or identify his product,
and perhaps applied it thereon for years, if he should in practice lease his
goods rather than sell them, as many manufacturers of machinery do. it
seems to us that...evidence showing, first adoption, and, second, use in a
way sufficiently public to identify or distinguish the marked goods in an
appropriate segment of the public mind as those of the adopter of the
mark, is competent to establish ownership, even without evidence of
actual sales."

See also, McCarthy on Trademarks and Unfair Competition §19:118:

" ..an interstate transportation followed by public use of goods should
qualify as an open and public use following an interstate transportation,
even without a sale or use by another entity."

The definition of use in commerce was amended by the Trademark Law Revision

Act of 1988 (TLRA), Public Law 100-667, 102 Stat. 3935, to add the phrase "the bona
fide use of a mark in the ordinary course of trade, and not made merely to reserve a
right in a mark.” The primary purpose of the amendment was to eliminate the practice of
“token use,” or use made solely to reserve rights in a mark. The legisiative history of the

TLRA explains that the meaning of “use in the ordinary course of trade” will vary from



one industry to another (TMEP §901.02). The report of the House Judiciary Committee

(H.R. Rep. No. 1028, 100th Cong. 2d Sess. (1988)), p. 15, stated:

"While use made merely to reserve a right in a mark will not meet this
standard, the Committee recognizes that “the ordinary course of trade”
varies from industry to industry. Thus, for example, it might be the ordinary
course of trade for an industry that sells expensive or seasonal products to
make infrequent sales. Similarly, a pharmaceutical company that markets
a drug to treat a rare disease will make correspondingly few sales in the
ordinary course of its trade; the company's shipment to clinical
investigators during the Federal approval process will also be in its
ordinary course of trade."

The report of the Senate Judiciary Committee (S. Rep. No. 515, 100th Cong. 2d

Sess. (1988)), pp. 44-45, stated:

"The committee intends that the revised definition of "use in commerce” be
interpreted...with flexibility so as to encompass various genuine, but less
traditional, trademark uses, such as those made in test markets,
infrequent sales of large or expensive items, or ongoing shipments of a
new drug to clinical investigators by a company awaiting FDA approval..."

The Board has noted its previous interlocutory order in Alfacell Corp. v.

Anticancer Inc., 71 U.S.P.Q.2d 1301, 1303 (T.T.A.B. 2004) (Precedential) holding that:

"...Congress intended the term 'use in commerce’' to encompass
shipments of pharmaceuticals for pre-clinical trials in this country and for
clinical trials abroad prior to receiving FDA approval as a reflection of
common industry practice".

In Sunbeam Corp. v. Merit Enterprises, Inc., 451 F.Supp. 571, 574-575, 203

U.S.P.Q. 494 (S.D.N.Y. 1978), interstate transportation of a trademarked product for a

sales presentation to a potential customer was held to be a use in commerce:

"The first use for trademark purposes is the date on which a mark is used
in connection with an established business to identify the source of trade
(quoting Maternally Yours, Inc. v. Your Maternity Shop, Inc., 234 F.2d 538
(2d Cir. 1956)). Sunbeam'’s first use of the "Le Chef" trademark was on

10
















































